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DETAILED ACTION 

Continued Prosecution Application 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14 was filed in this application 
after appeal to the Board of Patent Appeals and Interferences, but prior to a decision on the 
appeal. Since this application is eligible for continued examination under 37 CFR 1.114 and the 
fee set forth in 37 CFR 1 .17(e) has been timely paid, the appeal has been withdrawn pursuant to 
37 CFR 1.114 and prosecution in this application has been reopened pursuant to 37 CFR 1.114. 
Applicant's submission filed on 2-27-2009 has been entered. 

The amendment filed on 2-27-2009 is acknowledged. Claim 8 has been amended. Claims 
1-7 and 9 have been canceled. Claims 8 and 17-23 are pending and currently under examination. 

Claim Rejections Withdrawn 

The new matter rejection of claims 8 and 17-23 are under 35 U.S.C. 1 12, first paragraph, 
based on the claim 18 limitation "and determining the level of regulatory T cell activity, wherein 
an increase in regulatory T cell activity after said administering is indicative of successful 
treatment." is withdrawn in light of the amendment thereto. 

Claim Rejections Maintained 
35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The rejection of claims 8, 17-18, 20 and 22-23 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Weinstock et al. (WO 99/33479) is maintained for reasons of record. 
Applicant argues: 

1 . Weinstock et al. discloses the determination of Thl and Th2 responses by measuring the 
production of various cytokines and cell surface markers after administering a helminthic 
parasite preparation in order to show efficacy of treatment whereas the instant invention measure 
the markers and cytokines of T cells. 

2. Foxp3 is only expressed by regulatory T cells which also express increased amounts of IL-10 
and/or TGFP and a decreased amount of IFNy. 

3. Weinstock et al. do not disclose at the differential expression of individual markers and/or 
cytokines. 

Applicant's arguments have been fully considered and deemed non-persuasive. 

With regard to Point 1, the instant claims require the performance of two active steps. 
First, the administration of a helminthic preparation and secondly, determining the level of 
regulatory T cell activity. The specification discloses that activity of regulatory T cells can be 
determined including IL4, IL-5, TGFP and IFNy (see paragraph [0049] for example). Given that 
Weinstock et al. disclose the determination of Thl and Th2 responses after treatment with the 
claimed composition "in order to show efficacy" of their method (see page 21) and said 
responses were determined by measuring the production of various cytokines and cell surface 
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markers include IL4, IL-5, TGFP and IFNy (see pages 21-25), Weinstock et al. anticipates the 
instant claims. 

With regard to Points 2 and 3, the instant claims are not limited to the measurement of 
Foxp3 or the differential expression of cytokines or markers. 

As outlined previously, Weinstock et al. disclose methods of treating methods of treating 
diseases associated with an aberrant/enhanced Thl response by administering a helminthic 
parasite preparation. Said diseases include Crohn's disease, ulcerative colitis, rheumatoid 
arthritis, type 1 diabetes mellitus, lupus erythematosis, Sarcoidosis and multiple sclerosis (see 
abstract). Consequently, Weinstock ct al. anticipate all the limitations of the rejected claim. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
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invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S. C. 102(e), (f) or (g) prior art under 35 U.S. C. 103(a). 

The rejection of claims 8 and 17-23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Weinstock et al. (WO 99/33479) is maintained for reasons of record. 
Applicant argues: 

1. Weinstock et al. discloses the determination of Thl and Th2 responses by measuring the 
production of various cytokines and cell surface markers after administering a helminthic 
parasite preparation in order to show efficacy of treatment whereas the instant invention measure 
the markers and cytokines of T cells. 

2. Predictability is required in maintaining a legal conclusion of obviousness and the Office 
action provides no grounds on which one of skill could predictably ascertain that regulatory T 
cells play a role in the treatment of Thl or Th2 related diseases. 

Applicant's arguments have been fully considered and deemed non-persuasive. 

With regard to Points 1 and 2, the instant claims require the performance of two active 
steps. First, the administration of a helminthic preparation and secondly, determining the level of 
regulatory T cell activity. The specification discloses that activity of regulatory T cells can be 
determined by measuring a myriad of cytokine and/or surface cell markers including CD4, IL4, 
IL-5, TGFP and IFNy (see paragraph [0049] for example). Given that Weinstock et al. disclose 
the determination of Thl and Th2 responses after treatment with the claimed composition "in 
order to show efficacy" of their method (see page 21) and said responses were determined by 
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measuring the production of various cytokines and cell surface markers include IL4, IL-5, TGFP 
and IFNy (see pages 21-25), Weinstock et al. meets the limitations of the instant claims. With 
regards to the role actually plays in the treatment process merely constitutes a further 
characterization of a known method. 

As outlined previously, Weinstock et al. disclose methods of treating methods of treating 
diseases associated with an aberrant/enhanced Thl response by administering a helminthic 
parasite preparation. Said diseases include Crohn's disease, ulcerative colitis, rheumatoid 
arthritis, type 1 diabetes mellitus, lupus erythematosis, Sarcoidosis and multiple sclerosis (see 
abstract). Weinstock et al. further disclose the determination of Thl and Th2 responses after 
treatment with the claimed composition "in order to show efficacy" of their method (see page 
21). Said responses were determined by measuring the production of various cytokines and cell 
surface markers (see pages 21-25). 

Weinstock et al. differs from the instant invention in that they don't explicitly disclose 
the regulatory T cell markers recited in claims 19 and 21 . However, in view of the KSR decision, 
since the use of screening of the recited T cell activation markers is well known in the art 
yielding predictable results, it is obvious for the skilled artisan to use them in the methods of 
Weinstock et al. for determination of Thl and Th2 responses after treatment with the claimed 
composition "in order to show efficacy" of their method (see KSR International Co. v. Teleflex 
Inc., No. 04-1350 [U.S. Apr. 30, 2007]) 
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Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROBERT A. ZEMAN whose telephone number is (571)272- 
0866. The examiner can normally be reached on Monday- Thursday, 7am -5:30 p.m. . 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on (571) 272-0956. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http :/7pai r-di rect. uspto . gov . 

Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

/Robert A. Zeman/ 

Primary Examiner, Art Unit 1645 

May 18,2009 



